bsi.

EB Sertifikatas — Pilnos kokybés uZtikrinimo sistema
Direktyva 93/42/EEC Medicinos prietaisams, I priedas, iSskyrus 4 skirsnj

Nr.: CE 549384

[$leista: Integra LifeSciences Corporation
4900 Charlemar Drive, Bldg A.
Cincinnati
Ohio
45227
JAV

Skirta:

Ne steriliy daugkartinio naudojimo kaukolés kais¢iy galutinio vartotojo sterilizacijai, steriliy vienkartinil;
kaukolés kais&iy, ne steriliy stuburo fiksacijos sistemy galutinio vartotojo sterilizacijai, alkiinés ir rieSo
tunelio iSleidimo sistemy, rieSo sujungimo sistemy, sgnariy implanty sistemy, kojos pirSty implanty,
kompresiniy varzty, kaulo fiksacijos prietaisy, rifamosios medziagos ribokliy, chirurginiy retraktoriaus
sistemy, varikliniy dermatomy ir dermatomy peiliy dizainui, kiirimui ir gamybai.

pagal miisy kokybés uztikrinimo sistemos tyrimus ir pagal Tarybos direktyvos 93/42/EEB II priedo, isskyrus 4
skirsnj, reikalavimus. Kokybés uztikrinimo sistema atitinka $ios direktyvos reikalavimus. III klases produkty
pateikimui j rinkg reikalingas II priedo 4 skirsnio sertifikatas.

BSI vardu notifikuotoji jstaiga auk$¢iau nurodytai direktyvai (notifikuotosios jstaigos numeris: 0086):

Vi Yy VN

Frank Lee, EMEA atitikties ir rizikos direktorius

Pirmasis leidimas: 2009 m. birzelio 29 d. Data; 2015 m. birzelio 5 d.
Galioja iki: 2020 m. balandZio 10 d.

..making excellence a habit*
Puslapis 1 i§ 1

o't?ﬁhblbjﬁf}staiga Sis patvirtinimas
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neber&!’ﬁtsklrat jt’lsntam su BSI. Sis
ua /s’“

e
Informacija ir kontaktai: BIS, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MK35 8PP, Tel.: +44(0)8 fgﬁé—i) 0

BSI Assurance UK Limited registruota Anglijoje pagal numerj 7805321, adresas 389 Chiswick High Road, Londonas W4 AAL UK. BSI kompanijy
grupés narys.

Sio sertifikato galiojimas priklauso nuo kokybés sistemos atitikimo direktyvos reikalavimams, kuriuos vertin
i¥skiria visus produktus sukurtus ir/arba pagamintus trediyjy 3aliy $iame sertifikate jvardintos kompanijos va
sertifikatas iSleistas elektroniniu biidu ir i8lieka BSI nuosavybe ir yra ribojamas sutarties salygy. '

\



4 b PN ‘
! %

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 549384

Issued To: Integra LifeSciences Corporation
4900 Charlemar Drive, Bldg A,
Cincinnati
Ohio
45227
USA

In respect of:

Design, development and manufacture of non-sterile reuseable skull pins
for end user sterilization, sterile disposable skull pins, non-sterile

spinal fixation systems for end user sterilization, cubital and carpal
tunnel release systems, wrist fusion systems, joint implant systems, toe
implants, compression screws, bone fixation devices, cement restrictars,
surgical retractor systems, powered dermatomes and dermatome blades.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive., For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

%?/“-*

Frank Lee, EMEA Compliance & Risk Director

First Issued: 29 June 2009 Date: 05 June 2015 Expiry Date: 10 April 2020

..making excellence a habit”
Page 1 of 1

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of Eempe
o

named on this certificate, unless specifically agreed with BSI,
This certificate was issued electronically and is bound by the conditions of the contract,

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MKS 8PP, Tel: + 44 845 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W+ 4AL, UK.

A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex I1 excluding Section 4

No. ' CE 01467

Issued To: ' Bard Peripheral Vascular Inc
Trading as C.R. Bard Inc
1625 West 3rd Street
Tempe
Arizona
85281
USA

In respect of:

See certificate scope page.

ents of Ccl)unc:il_.blreétive

on the basis of our examination of the quality assurance system under the requ : N
uirements of the directive. For ..

93/42/EEC, Annex II excluding section 4, The quality assurance sys
the placing on the market of class III products an Annex II section:

imber 0086);

e

Frank Lee, EMEA Compliance & Risk Director

First Issued: 05 December 1996 Date: 29 November 2016 Expiry Date: 04 December 2021

..making excellence a habit’
Page 1 of 2

Validity of this certificate is conditional an the quality system being maintained to the requirements of the Directive as demonstrated through the required
<urveillance activities of the Notified Body. This approval excludes all producis designed andfor manufacturec by a third party on hehalf of the company

named on this certificate, unless specifically agreed with BSI.
This certificate was issued electronically and is bound by the conaditions of the contract.

Information and Contact: BSI, Kitemark Caurt, Davy Avenue, Knowihill, Mitton Keynes MKS 8PP, Tel: + 44 345 080 9900
BSI Assurance UX Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

A member of BSI Group of Cempanies.
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Certificate No: CE 01467

Certificate Scope:

S EaEE L5 o

By Roval Charter

The design, development and manufacture of ePTFE Vascular Grafts with and without carbon,
Balloon Expandable Stents, Percutaneous Transluminal Angioplasty Catheters, Percutaneous
Catheters, Biopsy Needles and Instruments, Biopsy Accessories, Breast Localization Wires,
Cardiovascular Patches, Vascular Prostheses, Fabrics, Felts, Pledgets, Carotid Shunts,

Vascular Probes, Tapes, Pouches, Vena Cava Filters, Filter Retrieval Devices, Delivery System
Products, Implantable Markers, High Frequency Electronic Power Supplies and Catheters, -

Saline Injectors and Valvuloplasty Catheters. -

Those aspects of Annex II related to securing and maintaining sterility in the respect of -

devices to be used in biopsy procedures as well as inflation devices, Those aspects of Annex . -
II related to maintaining the measuring function of inflation devices. : ' e T,

First Issued: 05 December 1996 Date: 29 November 2016 Expiry Date: 04 December 2021

..making excellence a habit”
Page 2 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as dermonastrated through the required
survelllance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on hehalf of the company

narned on this certificate, unless specifically agreed with BSL
This certificate was issued electronically and is bound by the conditions of tie contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Miton Keynes MKS 8PP, Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, Londan W4 4AL, UK.

A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recegnised as being involved in services relating to the product covered by:

Certificate No: CE 01467
Date: 29 November 2016 _
Issued To: . Bard Peripheral Vascular Inc
' Trading as C.R. Bard Inc
1625 West 3rd Street
Tempe
Arizona
85281
USA
Subcontractor:
Angiomed GmbH and Co.
. Medizintechnik KG
Wachhaustrasse 6
D-76227 Karlsruhe
Germany
Armor Plast Lid.
235 (B), Bommasandra Industrial Area
Hosur Road
Bangalore 560 099
Karnataka
India
Bard Limited

Forest House

Tilgate Forest Business Park
Brighton Road, Crawley
West Sussex RH11 9BP
United Kingdom

..making excellence a habit’
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MKS 8PP, Tel: + 44 345 080 5000
25 Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Read, Lendon W4 4AL, UK,
A member of BSE Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as heing involved in services relating to the product covered by:

Certificate No: ‘CE 01467
Date: .29 November 2016

Issued To: - Bard Peripheral Vascular Inc
- ' Trading as C.R. Bard Inc
1625 West 3rd Street
‘Tempe 3
" Arizona g
‘85281
USA

Subcontractor:

Bard Reynosa S.A, de C.V.
Blvd. Montebello No. 1
Parque Industrial Colonial
Reynosa

Tamaulipas

Mexico

Bard Shannon Ltd.

San Geronimo Industrial Park Lot #1
Road #3, Km 79.7 '
Humacao

00791

Puerto Rico

BIP Biomedizinische o Manufacture
Instrumente und Produkte GmbH :

AM Brand 1

82299 Tiirkenfeld

Germany

..making excellence a habit”

Page 2 of 9

Information and Contact: BSI, Kitemark Coust, Davy Avenue, Knowlhill, Milton Keynes MKS 8P2, Tel: + 44 345 080 90¢D
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, Londen W4 4AL, UK.

A member of BSI Group of Cempanies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being Involved in services relating to the product covered by:

Certificate No: _CE 01467
Date: 29 November 2016

Issued To: Bard Peripheral Vascular Inc
Trading as C.R. Bard Inc
‘1625 West 3rd Street
Tempe
Arizona
85281
USA

Subcontractor: Service(s) supplied

C.R. Bard, Inc.

1211 Mary Magnan Boulevard
Madison

Georgia

30650

USA

C.R. Bard, Inc.
289 Bay Road
Queensbury
MNew York
12804

USA

C.R. Bard, Inc. - ETO Sterilization
8195 Industrial Boulevard Final Inspection
Covington '

Georgia

30014

USA

Manufacture .

..making excellence a habit”

Page 3 of 9

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Miten Keynes MKS 8PP. Tel: + 44 345 080 9000
St Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

A member of BS] Group of Companies.




EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services refating to the preduct covered by:

Certificate No: . 'CE 01467
Date: 29 November 2016
Issued To: Bard Peripheral Vascular Inc
Trading as C.R. Bard Inc
1625 West 3rd Street
TJempe
Arizona
85281
USA
Subcontractor: Service(_s__)__ 'ﬁpplied
Clearstream Technologies Ltd Manufacture
Moyne Upper, Enniscorthy
Co. Wexford
Ireland
Custom Tube Manufacturing LLC - o Manufa
Korea (CTMK}) ' E

38-4, Hyeonseok-ro
733beon-gi, Gwangjeok-myeo
Yangju-si, Gykeonggi-do
111413

Republic of Korea

Cybersonics, Inc, ' Manufacture
5325 Kuhl Road :
Erie

Pennsylvania 16510-4703
UsA

..making excellence a habit”
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Information and Contact; BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MKS 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, reqistered in England tnder number 7805321 at 389 Chiswick High Road, London W4 4AL, UK,
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Me_dical Devices, Annex 11 excl_u_ding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 01467
Date: 29 November 2016

Issued To: . Bard Peripheral Vascular Inc
- "Trading as C.R. Bard Inc
1625 West 3rd Street
Tempe
_Arizona
- 85281
- USA

Subcontractor:

Dymax Corporation
110 Marshall Drive
Warrendale
Pennsylvania
15086

USA

Manufactul

Ferrosan Medical Devices Sp. z.0.0.
ul, Koksowa 3

70-031 Szczecin

Poland

Manufacture

Forefront Medical Technology
(Jiangsu} Co., Ld.

No. 8, Changyang Road

Wujin Economy Development Zone
213145 Changzhou, Jiangsu Province
China

Manufacturg

..making excellence a habit”
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Information and Contact: BSI, Kitemark Coust, Davy Avensee, Knowlhill, Mitten Keynes MKS 8PP. Tel: + 44 345 080 9000
BST Assurance UK Limited, registered in England under number 7805321 al 389 Chiswick High Raad, London W4 4AL, UK.

A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being Involved in services relating to the product covered by:

Certificate No: CE 01467
Date: 29 November 2016
Issued To: Bard Peripheral Vascular Inc

Trading as C.R. Bard Inc

1625 West 3rd Street

Tempe

Arizona

- 85281

USA
Subcontractor: L Service(s é.ﬁpplied i
Futurematrix Interventional . = ° - Manufacture
1605 Enterprise Street : : -
Athens
Texas
75751
UsA
Infus Medical (Thalland) Co., Ltd. Manufacture -

706 Moo 4, Bangpoo Industrial Estate
I-EA-T Free Zone, Tambon Preaksa
Amphoe Muang Samutprakarn
Samutprakarn Province 10280
Thailand

MeKo o © Manufacture e
Im Kirchenfelde 12-14 ' . R
D-31157 Sarstedt/Hannover =)

Germany

..making excellence a habit”
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhil, Milton Keynes MKS 8PP. Tel: + 44 345 080 2000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, tondon W4 4AL, UK,

A member of BSI Group of Companies.




EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Cartificate No: CE 01467
Date: . . 29 November 2016
Issued To: - Bard Peripheral Vascular Inc
" Trading as C.R. Bard Inc

1625 West 3rd Street

Tempe .

Arizona

85281

USA
Subcontractor: Service(_;)___: ép_plied" :
SenoRx Inc. S Manufacture .
1625 West 3rd Street '
Tempe
Arizona
85281
USA

Servicios De Ensamble Internacionales
S.A. DE C\V, (SEISA)

Parque Industrial Aeropuerto

Roberto Fierro y Francisco Sarabia

CP 32685 Cd. Juarez, Chihuahua
Mexico

Spectra Medical Devices, Inc. T Manufacture
260-F&H Fordham Read :

Wilmington

Massachusetts

01887

USA

..making excellence a habit’
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Information and Contact: BSI, Kitemark Coust, Davy Avenue, Knowthill, Mitton Keynes MK5 8PP, Tel: + 44 345 080 9000
BSI Assurance UX Limited, registered in England under number 7865321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Campanies.




EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No; CE 01467

Date: 29 November 2016

Issued To: Bard Peripheral Vascular Inc
Trading as C.R. Bard Inc
1625 West 3rd Street
Tempe
Arizona
85281
USA

Subcontractor: Service(s) supplied

Sterigenics US, LLC

- 344 Bonnle Circle

Corona

California

92880

USA

Sterigenics

1401 Morgan Circle

Tustin .

California

92780

USA

STERIS Isomedix Services

2072 Southport Road

Spartanburg

South Carolina

29306

USA

.making excellence a habit”
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Miton Keynes MKS 8PP. Tel: + 44 345 080 5000
BST Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

A member of BSI Group of Companies.




EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 01467
Date: _ 29 November 2016
Issted To: Bard Peripheral Vascular Inc
Trading as C.R. Bard Inc
1625 West 3rd Street
- Tempe
"-Arizona
85281
USA
Subcontractor: Service(s) supplied
Steritec, Inc. '
PO Box 1969
1705 Enterprise Street
Athens
Texas 75751
USA

Synergy Health AST, LLC
7225 Morth Noah Drive
Saxonburg

Peninsylvania 16056
USA

Teleflex Medical _ Manufacture
3750 Annapolis Lane North, Suite 160

Plymouth

Minnesota

55447

USA

..making excellence a habit
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Information and Contact: BSI, Kitemark Court, Davy Avenug, Knowlhill, Milton Keynes MK5 8PP, Tel: + 44 345 080 3000
BS] Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

A member of BSI Group of Companies.
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By Royal Charter

EC Certificate - Full Quality Assurance System
Certificate History .

Certificate No: CE 01467
Date:

Issued To:

29 November 2016
Bard Peripheral Vascular Inc

Trading as C.R. Bard Inc
1625 West 3rd Street

Tempe
Arizona
85281
USA

Reference

Date Number

05 December 1996

First Issued as Bard Radiology Division

27 November 1998

Addition of Subcontractors

Addition of Subcontractors, and na ang ﬁa'r_dr.._P'e:i'iuph_eEa

22 September 1999 Technologies Division .~ = et
Removal of Subcontractors, addition of Navarre Biomedical as.
03 April 2001 subcontractor and extension to scope to include ;_Dréin_age

Catheters and Percut: *~ Se

28 March 2002

Addition of NMT Medical Inc and V
Delivery System products. -

20 February 2004

Re-issue to new company name (Bard Peripheral Vascular Inc,
Trading as C.R Bard Inc.) and Jocation, new format certificate, 5.
year renewal, addition o ntracto e et EAE

03 March 2004

20 August 2004
Fabrics, Felts, Pledgets, T‘?p
27 January 2005 (transferred from another Noti
28 April 2005 Extension to scope to include ‘electrical biopsy devices'

07 December 2005

Extension to scope to include ‘Non-sterile biopsy instruments’

..making excellence a habit”
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Validity of this certificate is conditional on the guality system being maintained to the reguirements of the Directive as demonstrated through the required
curveiliance activities of the Maotified Body, This approval excludes ali products designed andjor manufactured by a third party on hehalf of the company

named on this certificate, unless specifically agreed with BS1.
Thic certificate was issued electronically and is bound by the conditions of the contract,

Information and Contact: 851, Kiterark Court, Davy Avenue, Knowihill, Milton Keynes MKS 8PP, Tel: + 44 345 080 3000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

A member of BSI Group of Companies.
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By Royal Charter

EC Certificate - Full Quality Assurance System
Certificate History | |

Certificate No: CE 01467
Date: 29 November 2016

Issued To: . .Bard Peripheral Vascular Inc
: - Trading as C.R. Bard Inc
1625 West 3rd Street
Tempe
Arizona
85281
USA

Reference

Date Number

04 May 2006

22 December 2006 of Futuremed to Futurematr

renewal y
30 November 2007 Transfer manufacture:
Extension to scope
17 October 2008 7278554 ‘Regional Steriliza

Sterilization subcontractor, © -
Addition of Sonion P_o]ska Sp to

15 September 2009 | 7432858

Significant Subcontra
manufacturer.

09 April 2010 7506166 added to the list of signifi cant
Representative. : sl
Scope extension to inciude “Balioo andable Stents” to reflect
their transfer from another notified body. Scope extension to
include Biopsy Devices. Removal of Drainage Catheter,
Percutaneous Access Sets from scope.

29 April 2010 7478580

.making excellence a habit”
Page 2 of 4

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body, This approval excludes all products designed and/or manufactured by a thirg party on behalf of the company
narmed on this certificate, unless specifically agreed with BSL

This certificate was issued electronically and is baund by the conditions of the contract,

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowihill, Milton Keynes MKS 8PP, Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BS1 Group of Companies.
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By Royal Charter

EC Certificate - Full Quality Assurance System

Certlﬂcate History

Certificate No: _ CE 01467
Date: 29 November 2016

Issued To: Bard Peripheral Vascular Inc
Trading as C.R. Bard Inc
1625 West 3rd Street
Tempe
Arizona
85281
USA

Reference
Date Number

26 January 2011 7624320

Technologies to the certifi cate

29 July 2011 7663970 manufacturing. Add the activil
of the Bard Covington facnhty Remov
' from the list of significe
12 October 2011 7729821 Updated Sonion’s address to.
24 November 2011 | 7650621 Certificate renewal
Addition of SenoRx, Ferro!
29 October 2012 | 7906898 Services, and Sterigenics.

Update of address fo ther sub

07 December 2012 | 7508880

scope as signifi cant sf

Addition of FlowCardi
07 December 2012 | 7908881 S.A. DE C.V, (SEISA) as signifi : b
Addition of Infus Medical(Thailand)-Co., Ltd. and Sterzgenlcs US e
25 January 2013 7933131 LLC in Corona, CA as significant s Contractors - o

17 July 2013 7969864 Addition of valvuloplasty catheters to scope

..making excellence a habit”
Page 3 of 4

validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed andfor manufactured by a third party on behalf of the company

named on this certificate, untess specifically agreed with BSL
This certificate was issued electronically and is bound by the conditions of the contract,

Information and Contact: BS, Kitemark Court, Davy Avenue, Knowihill, Mitton Keynes MK5 8PP, Tel: + <4 345 0BG 900¢
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, Lopdon W4 4AL, UK.
A member of BSI Group of Companies.
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EC Certificate - Full Quallty Assurance System

Certificate History

Certificate No: CE 01467
Date: 29 November 2016

Issued To: Bard Peripheral Vascular Inc
Trading as C.R. Bard Inc
1625 West 3rd Street
Tempe
Arizona
85281
USA

Reference
_Number

Date

Clarify scope item descriptions
13485 certificate. Correct typo
address. Remove FlowCardi
14 August 2014 | 8166170 )

Extension to scope b :
aspects of Annex II re!ated to secun

27 January 2015 8271704

25June 2016 | 8516614 sterilization. Updaten
Needle Manufacturing, Inc.
Korea (CTMK).
Certificate renewal. Remove Nutel
subcontractor, '

m Tube Manufacturmg LLC -

XX November 2016 | 8636071 oration as a s'gmﬁ-gﬁn;ﬂ

..making excellence a habit”
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes afl products designed and/or manufactured by a third party on behalf of the company
named on this cerificate, unfess specifically agreed with BSL

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Centact: 851, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP, Tel: + 44 345 030 5000
85I Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSE Group of Companies,




__ By R{_)yaf Charter

EB sertifikatas — pilnos kokybés uztikrinimo sistema
Direktyva 93/42/EEB medicinos prietaisams, II priedas, i8skyrus 4 skirsnj

Nr. CE 01467

13leista: Bard Peripheral Vascular Inc,
Prekybinis pavadinimas: C.R. Bard Inc,
1625 West 3rd Street
Tempe
AZ 85281
JAV

Skirta:
Zr. sertifikato srities lapa.

miisy kokybés uZtikrinimo sistemos tyrimo pagrindu pagal Tarybos direktyvos 93/42/EEB, 1I priedo, iSskyrus 4

skirsnj, reikalavimus. Kokybés uZtikrinimo sistema atitinka direktyvos reikalavimus. II klasés produkty
pateikimui j rinkg reikalingas II priedo 4 skirsnio sertifikatas.

BSI, auk&¢iau nurodytos Direktyvos notifikuotosios jstaigos (registracijos jstaigos nr. 0086), vardu:

Frank Lee, EMEA atitikties ir rizikos direktorius

Pirmasis leidimas: 1996 m. gruodZic 5 d. Data; 2016 m. lapkritio 26 d.
Galioja iki: 2021 m. gruodzio 4 d.

...inaking excellence a habit. ™

Puslapis: 1 i§ 2

Sio sertifikato galiojimas yra susijgs su kokybés sistema, palaikoma pagal Direktyvos reikalavimus. Sis patvirtinimas netaikomas
produktams, kuriuos tredioji 3alis modeliuoja ir/ar gamina sertifikate nurodytos kompanijos vardu, nebent su BSI biity specialiai sutarta
kitaip. Sis sertifikatas buvo i8leistas elektroniniu bidu ir atitinka sutarties salygas.

Informacija ir kontaktai: British Standards Institution, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MK5 8PP. Tel.: +44
(0) 845 080 9000. BSI Assurance UK Limited, registruota Anglijoje numeriu 7805321, 389 Chiswick High Road, London W4 4AL

UK. BSI Group kempanijy narys.
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_ 8 Royal Charter
Sertifikato nr.: CE 01467
Sertifikato sritis:

¢PTFE kraujagysliy transplantaty su ir be anglies, balionéliy i¥pudiamais stentais, angioplastikos
kateteriy, perkutatiniy kateteriy, biopsijos adaty ir instrumenty, biopsijos priedy, kraties lokalizavimo
viely, Sirdies ir kraujagysliy lopy, kraujagysliy protezy, audiniy, fetry, kompresy, karotidy Sunty,
kraujagysliy zondy, juosteliy, maiSeliy, vena cava filtry, filtry iStraukimo prietaisy, pristatymo sistemos
produkty, implantuojamy Zymekliy, auksto daZnio elektroniniy galies tiekimo prietaisy ir Kkateteriy,
fiziologinio tirpalo purk3tuvy ir valvuloplastikos kateteriy dizainas, plétra ir gamyba,

Il priedo aspektai susij¢ su produkty, kurie bus naudojami per biopsijos procediiras, bei pripiitimo
prietaisy saugumo ir sterilumo iSlaikymu. II priedo aspektai susij¢ su pripiitimo prietaisy matavimo
funkcijos palaikymu,

Pirmasis leidimas: 1996 m. gruodZio 5 d. Data: 2016 m, lapkricio 26 d.
Galioja iki: 2021 m, gruodZio 4 d.

...making excellence a habit. ™

Puslapis: 218 2

Sio sertifikato galiojimas yra susij¢s su kokybés sistema, palaikoma pagal Direktyvos reikalavimus. Sis patvirtinimas netaikomas
produktams, kuriuos tre¢ioji 3alis modelivoja ir/ar gamina sertifikate nurodytos kompanijos vardu, nebent su BSI biity specialiai sutarta
kitaip. Sis sertifikatas buvo iSleistas elektroniniu biidu ir atitinka sutarties salygas.

Informacija ir kontaktai: British Standards Institution, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MKS3 8PP, Tel.: +44
(0) 845 080 9000, BSI Assurance UK Limited, registruota Anglijoje numeriu 7805321, 389 Chiswick High Road, London W4 4AL

UK. BSI Group kompanijy narys.




bsi.

__ By Rovyal Charter

EB sertifikatas — pilnos kokybés uZtikrinimo sistema
Direktyva 93/42/EEB medicinos prietaisams, II priedas, iSskyrus 4 skirsnj

Reik¥mingy subrangovy saraias
PripaZinti kaip jtraukti | paslaugas, susijusias su produktu, nurodytu:

Nr. CE 01467
Data: 2016 m. lapkricio 29 d.
1leista: Bard Peripheral Vascular Inc.
Prekybinis pavadinimas: C.R. Bard Inc.
1625 West 3rd Street
Tempe
AZ 85281
JAY
Subrangovas Taikoma (-0s) paslauga (-os)
Angiomed GmbH and Co. Gamyba
Medizintechnik KG

Wachhaustrasse 6

D-76227 Karlsruhe

Vokietija

Armor Plast Ltd. Gamyba
235 (B), Bommasandra Industrial Area

Hosur Road

Bangalore 560 099

Karnataka

Indija

Bard Limited Atstovas ES
Forest House

Tilgate Forest Business Park

Brighton Road, Crawley

West Sussex RH11 9BP

Jungtiné Karalyste

...making excellence a habit. ™

Puslapis: 1139

Informacija ir kontaktai: British Standards Institution, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MK5 8PP. Tel.; +44
(0) 845 080 9000. BSI Assurance UK Limited, registruota Anglijoje numeriu 7805321, 389 Chiswick High Road, London W4 4AL

UK. BSI Group kompanijy narys.




bsi.

_ By Royal Charter

EB sertifikatas — pilnos kokybés uztikrinimo sistema
Direktyva 93/42/EEB medicinos prietaisams, II priedas, i§skyrus 4 skirsnj

Reik§mingy subrangovy sarasas
PripaZinti kaip jtraukti j paslaugas, susijusias su produktu, nurodytu:

Nr. CE 01467
Data: 2016 m. lapkricio 29 d.
I§leista: Bard Peripheral Vascular Inc.

Prekybinis pavadinimas: C.R. Bard Inc.
1625 West 3rd Street

Tempe

AZ 85281

JAYV
Subrangovas Taikoma (-0s) paslauga (-os)
Bard Reynosa S.A. de C.V. Gamyba

Blvd. Montebello No. 1
Parque Industrial Colonial
Reynosa

Tamaulipas
Meksika

Bard Shannon Ltd. Surinkimas
San Geronimo Industrial Park Lot #1 Gamyba
Road #3, Km 79.7 Pakavimas
Humacao

00791

Puerto Rikas

BIP Biomedizinische Gamyba
Instrumente und Produkte GmbH

AM Brand 1

82299 Tirkenfeld

Vokietija

...making excellence a habit. ™

Puslapis: 2139

Informacija ir kontaktai: British Standards Institution, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MK5 8PP. Tel.: +44
(0) 845 080 9000. BSI Assurance UK Limited, registruota Anglijoje numeriu 7805321, 389 Chiswick High Road, London W4 4AL

UK. BSI Group kompanijy narys.




bsi.

_ By R‘c_)yaf Charter

EB sertifikatas — pilnos kokybés uztikrinimo sistema
Direktyva 93/42/EEB medicinos prietaisams, II priedas, i8skyrus 4 skirsnj

Reik§mingy subrangovy sgrasas
PripaZinti kaip jtraukti | paslaugas, susijusias su produktu, nurodytu:

Nr. CE 01467

Data: 2016 m. lapkricio 29 d.

I$leista: Bard Peripheral Vascular Inc.
Prekybinis pavadinimas: C.R, Bard Inc.
1625 West 3rd Street
Tempe
AZ 85281
JAV

Subrangovas Taikoma (-0s) paslauga (-o0s)

C.R. Bard, Inc. ETO sterilizacija
1211 Mary Magnan Boulevard

Madison

Georgia

30650

JAV

C.R. Bard, Inc. Gamyba
289 Bay Road

Queensbury

New York

12804

JAV

C.R. Bard, Inc. ETO sterilizacija
8195 Industrial Boulevard Galutiné inspekcija
Covington

Georgia

30014

JAV

...mmaking excellence a habit. ™

Puslapis: 3189

Informacija ir kontaktai: British Standards Institution, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MKS5 8PP. Tel.: +44
(0) 845 080 9000. BSI Assurance UK Limited, registruota Anglijoje numeriu 7805321, 389 Chiswick High Road, London W4 4AL

UK. BSI Group kompanijy narys.




bsi.

__ By Royal Charter

EB sertifikatas — pilnos kokybés uZtikrinimo sistema
Direktyva 93/42/EEB medicinos prietaisams, II priedas, i8skyrus 4 skirsnj

Reik§mingy subrangovy sgrasas
PripaZinti kaip jtraukti j paslaugas, susijusias su produktu, nurodytu:

Nr. CE 01467
Data: 2016 m, lapkritio 29 d.
I3leista: Bard Peripheral Vascular Inc.
Prekybinis pavadinimas: C.R. Bard Inc.
1625 West 3rd Street
Tempe
AZ 85281
JAV
Subrangovas Taikoma (-os) paslauga (-o0s)
Clearstream Technologies Ltd Gamyba
Moyne Upper, Enniscorthy
Co. Wexford
Airija
Custom Tube Manufacturing LLC - Gamyba
Korea (CTMK)

38-4, Hyeonseok-ro
733beon-gil, Gwangjeok-myeo
Yangju-si, Gykeonggi-do
111413

Koréjos Respublika

Cybersonics, Inc. Gamyba
5325 Kuhl Road

Erie

Pennsylvania 16510-4703

JAV

...making excellence a habit. ™

Puslapis: 415 9

Informacija ir kontaktai: British Standards Institution, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MKS5 8PP, Tel.: +44
(0) 845 080 9000. BSI Assurance UK Limited, registruota Anglijoje numerin 7805321, 389 Chiswick High Road, London W4 4AL

UK. BSI Group kompanijy narys.




bsi.

_ By Royal Charter

EB sertifikatas — pilnos kokybés uZtikrinimo sistema
Direktyva 93/42/EEB medicinos prietaisams, II priedas, iSskyrus 4 skirsnj

Reik§mingy subrangovy sgrasas

PripaZinti kaip jtraukti j paslaugas, susijusias su produktu, nurodytu:

Nr. CE 01467
Data: 2016 m. lapkrifio 29 d.
I8leista: Bard Peripheral Vascular Inc.
Prekybinis pavadinimas: C.R. Bard Inc.
1625 West 3rd Street
Tempe
AZ 85281
JAY
Subrangovas Taikoma (-o0s) paslauga (-0s)
Dymax Corporation Gamyba
110 Marshall Drive
Warrendale
Pennsylvania
15086
JAV
Ferrosan Medical Devices Sp. z.0.0. Gamyba
ul. Koksowa 3
70-031 Szczecin
Lenkija
Forefront Medical Technology Gamyba
(Jiangsu) Co., Ltd.

No. 8, Changyang Road

Wujin Economy Development Zone
213145 Changzhou, Jiangsu Province
Kinija

...making excellence a habit. ™

Pustapis: 5189

Informacija ir kontaktai: British Standards Institution, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MK5 8PP. Tel.: +44
(0) 845 080 9000. BSI Assurance UK Limited, registruota Anglijoje numeriu 7805321, 389 Chiswick High Road, London W4 4AL

UK. BSI Group kompanijy narys.




bsi.

_ By Rayal Charter

EB sertifikatas — pilnos kokybés uZtikrinimo sistema
Direktyva 93/42/EEB medicinos prietaisams, I priedas, iSskyrus 4 skirsnj

Reik§mingy subrangovy sarasas

PripaZinti kaip jtraukti j paslaugas, susijusias su produktu, nurodytu:

Nr. CE 01467
Data: 2016 m. lapkritio 29 d.
I$leista: Bard Peripheral Vascular Inc.
Prekybinis pavadinimas: C.R. Bard Inc.
1625 West 3rd Street
Tempe
AZ 85281
JAV
Subrangovas Taikoma (-os) paslauga (-o0s)
Futurematrix Interventional Gamyba
1605 Enterprise Street
Athens
Texas
75751
JAV
Infus Medical (Thailand) Co., Ltd. Gamyba
706 Moo 4, Bangpoo Industrial Estate
I-EA-T Free Zone, Tambon Preaksa
Amphoe Muang Samutprakarn
Samutprakarn Province 10280
Tailandas
MeKo Gamyba

Im Kirchenfelde 12-14
D-31157 Sarstedt/Hannover
Vokietija

Informacija ir kontaktai: British Standards In
(0) 845 080 9000. BSI Assurance UK Limited, registruot

UK. BSI Group kompanijy narys.

...making excellence a habit. ™

Puslapis: 6189

stitution, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MK5 8PP, Tel.: +44
a Anglijoje numeriu 7805321, 389 Chiswick High Road, London W4 4AL
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_ By Royal Charter

EB sertifikatas — pilnos kokybés uZtikrinimo sistema
Direktyva 93/42/EEB medicinos prietaisams, Il priedas, i3skyrus 4 skirsnj

Reik¥mingy subrangovy sgraSas
Pripazinti kaip jtraukti j paslaugas, susijusias su produktu, nurodytu:

Nr. CE 01467
Data: 2016 m. lapkritio 29 d.
[Sleista: Bard Peripheral Vascular Inc,
Prekybinis pavadinimas: C.R. Bard Inc.
1625 West 3rd Street
Tempe
AZ 85281
JAV
Subrangovas Taikoma (-0s) paslauga (-0s)
SenoRx Inc. Gamyba
1625 West 3rd Street
Tempe
Arizona
85281
JAV
Servicios De Ensamble Internacionales Gamyba
S.A.DE C\V. (SEISA)
Parque Industrial Aeropuerto
Roberto Fierro y Francisco Sarabia
CP 32685 Cd. Juarez, Chihuahua
Meksika
Spectra Medical Devices, Inc. Gamyba
260-F&H Fordham Road
Wilmington
Massachusetts
01887
JAV

...making excellence a habit. ™

Puslapis: 718 9

Informacija ir kontaktai: British Standards Institution, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MK5 8PP. Tel.: +44

(0) 845 080 9000. BSI Assurance UK Limited, registruota Ang

UK. BSI Group kompanijy narys.

lijoje numeriu 7805321, 389 Chiswick High Road, London W4 4AL




bsi.

__ By Rovyal Charter

EB sertifikatas — pilnos kokybés uztikrinimo sistema
Direktyva 93/42/EEB medicinos prietaisams, II priedas, iSskyrus 4 skirsnj

Reik§mingy subrangovy sgrasas
PripaZinti kaip jtraukti j paslaugas, susijusias su produktu, nurodytu:

Nr. CE 01467

Data: 2016 m. lapkricio 29 d.

ISleista: Bard Peripheral Vascular Inc.
Prekybinis pavadinimas: C.R. Bard Inc,
1625 West 3rd Street
Tempe
AZ 85281
JAV

Subrangovas Taikoma (-0s) paslauga (-os)

Sterigenics US, LLC Gama sterilizacija
344 Bonnie Circle

Corona

California

92880

JAV

Sterigenics Gama sterilizacija
1401 Morgan Circle

Tustin

California

92780

JAV
STERIS I[somedix Services Gama sterilizacija

2072 Southport Road

Spartanburg

South Carolina

29306

JAV , R

...making excellence a habit. ™

Puslapis: 8 i§ 9

Informacija ir kontaktai: British Standards Institution, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MK35 8PP. Tel.: +44
(0) 845 080 9000. BSI Assurance UK Limited, registruota Anglijoje numeriu 7805321, 389 Chiswick High Road, London W4 4AL

UK. BSI Group kompanijy narys.




bsi.

By Royatl Charter

EB sertifikatas — pilnos kokybés uztikrinimo sistema
Direktyva 93/42/EEB medicinos prietaisams, II priedas, i8skyrus 4 skirsnj

Reik$mingy subrangovy sgrasas

Pripazinti kaip jtraukti j paslaugas, susijusias su produktu, nurodytu:

Nr. CE 01467

Data: 2016 m. lapkricio 29 d.

I8leista: Bard Peripheral Vascular Inc.
Prekybinis pavadinimas: C.R. Bard Inc.

1625 West 3rd Street
Tempe

AZ 85281

JAV

Subrangovas

Taikoma (-os) paslauga (-o0s)

Steritec, Inc.

PO Box 1969

1705 Enterprise Street
Athens

Texas 75751

JAV

ETO sterilizacija

Synergy Health AST, LLC
7225 North Noah Drive
Saxonburg

Pennsylvania 16056

JAV

E spinduliq sterilizacija

Teleflex Medical

3750 Annapolis Lane North, Suite 160
Plymouth

Minnesota

55447

JAV

Gamyba

...making excellence a habit. ™

Puslapis: 95 ¢

Informacija ir kontaktai: British Standards Institution, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MK35 8PP. Tel.: +44
 (0) 845 080 9000. BSI Assurance UK Limited, registruota Anglijoje numeriu 7805321, 389 Chiswick High Road, London W4 4AL

UK. BS! Group kompanijy narys,




Dbsi.

_ By Rc_)yai Charter

EB sertifikatas — pilnos kokybés uztikrinimo sistema
Sertifikato istorija

Nr.
Data:
I8leista:

CE 01467

2016 m. lapkricio 29 d.

Bard Peripheral Vascular Inc.
Prekybinis pavadinimas: C.R. Bard Inc,
1625 West 3rd Street

Tempe

AZ 85281

JAV

Data

Nuorodinis numeris Veiksmas

1996 mety gruodio 5 diena

Pirmasis Bard Radiology Division leidimas.

1998 mety lapkri¢io 27 diena

Htraukti subrangovai.

1999 mety rugséjo 22 diena

Jtraukti subrangovai, pavadinimas pakeistas j Bard Peripheral
Technologies Division.

2001 mety balandZio 3 diena

Pagalinti subrangovai, kaip subrangovas jtrauktas Navarre Biomedical,
papildyta sritis jtraukiant drenavimo kateterius ir poodinio priéjimo
rinkinius.

2002 mety kovo 28 diena

Jtraukti NMT Medical Inc ir vena cava/idgavimo filtrai bei tiekimo
sistemos produktai.

2004 mety vasario 20 diena

Pakartotinis leidimas prie naujo kompanijos pavadinimo (Bard Peripheral
Vascular Inc, Trading kaip C.R. Bard Inc.) ir vietos, naujo formato
sertifikatas, 5 mety atnaujinimas, jiraukti subrangovai.

2004 mety kovo 3 diena

Sertifikato korekcija, padalintas IlI klasés pareidkimas.

2004 mety rugpjicio 20 diena

Papildyta sritis jtraukiant kraujagysliy zondus.

2005 mety sausio 27 diena

Papildyta sritis jtraukiant kraujagysliy protezus, tekstilés chiturgines
medziagas, fetrus, tamponus, juosteles, maiiukus ir karotidy apéjimo
Suntus (perkeltus i kitos registracijos jstaigos), istorijos puslapio
korekcijos.

2005 mety balandZio 28 diena

Papildyta sritis jtraukiant ,.elektros biopsijos produktus®.

20035 mety gruodZio 7 diena

Papildyta sritis jtraukiant ,,nesterilius biopsijos instrumentus®,

2006 mety geguZés 4 diena

] subrangovy sgra¥g jtraukti Bard Shannon Limited, Humacao, Puerto
Rico ir Steritec Inc.

...making excellence a habit. ™

Puslapis: 1 i 4

Sio sertifikato galiojimas yra susijes su kokybés sistema, palaikoma pagal Direktyvos reikalavimus. Sis patvirtinimas netaikomas
produktams, kuriuos treioji Salis modelivoja ir/ar gamina sertifikate nurodytos kompanijos vardu, nebent su BSI biity specialiai sutarta

kitaip.
Informacija ir kontaktai: British Standards Institution, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MK5 8PP. Tel.: +44

(0) 845 080 9000. BSI Assurance UK Limited, registruota Anglijoje numeriu 7805321, 389 Chiswick High Road, London W4 4AL
UK. BS! Group kompanijy narys.




bsi.

__ By Royal Charter

EB sertifikatas — pilnos kokybés uztikrinimo sistema
Sertifikato istorija

Nr.
Data:
[3leista:

CE 01467
2016 m. lapkritio 29 d.

Bard Peripheral Vascular Inc.
Prekybinis pavadinimas: C.R. Bard Inc.

1625 West 3rd Street
Tempe

AZ 85281

JAV

Data

Nuorodinis numeris

Veitksmas

2006 mehy gruodzio 22 diena

Devon Medical pasalintas i¥ subrangovy sarafo, o Futuremed pavadinintas
subrangovy sgrade pakeistas j Futurematrix. Sertifikato atnaujinimas.

2007 mety lapkri¢io 30 diena

Stiimiklio laido gamyba perkelta j Glens Falls Operation.

2008 mety spalio 17 diena

7278554

Papildyta sritis jtraukiant ,kriity audinio Zymenis*. Kaip ETO
sterilizacijos subrangovas jtrauktas ,,Regional Sterilization Facility®,
Madison, Georgia.

2009 mety rugséjo 15 diena

7432858

] reikdmingy subrangovy saradg ry$ium su gamybos veikla jtrauktas
Sonion Polska Sp. Isotron Deutschland GmbH pa3alintas i§ reik3mingy
subrangovy saraso, nes gamintojas nebesinaudoja jo paslaugomis. Bard
Shannon Limited, Las Piedras, PER pa3alintas i§ reik3mingy subrangovy
sarafo, nes gamintojas nebesinaudoja Sia vieta.

2010 mety balandZio 9 diena

7506166

| reik&mingy subrangovy sarad jtrauktas Ymed. | reik¥mingy subrangovy
sarada kaip ES atstovas jtrauktas Bard Limited.

2010 mety balandZio 29 diena

7478580

Papildyta sritis jtraukiant , balionéliais i¥pu¢iamus stentus®, atspindint jy
perkélima i3 kitos registracijos jstaigos. Papildyta sritis jtraukiant
biopsijos produktus. I¥ srities pasalinti drenavimo kateteriai, poodinio
pri¢gjimo rinkiniai.

...making excellence a habit. ™

Puslapis: 21§ 4

Sio sertifikato galiojimas yra susijgs su kokybés sistema, palaikoma pagal Dircktyvos reikalavimus. Sis patvirtinimas netaikomas
produktams, kuriuos tre¢ioji $alis modeliuoja ir/ar gamina sertifikate nurodytos kompanijos vardu, nebent su BSI biity specialiai sutarta

kitaip.

Informacija ir kontaktai: British Standards Institution, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MK5 8PP, Tel.: +44
(0) 845 080 9000. BSI Assurance UK Limited, registruota Anglijoje numeriu 7805321, 389 Chiswick High Road, London W4 4AL

UK. BSI Group kompanijy narys.




bsi.

_ By qual Charter

EB sertifikatas — pilnos kokybés uZztikrinimo sistema
Sertifikato istorija

Nr. CE 01467

Data: 2016 m, lapkricio 29 d.

[3leista: Bard Peripheral Vascular Inc.

Prekybinis pavadinimas: C.R. Bard Inc.
1625 West 3rd Street

Tempe

A7 85281

JAY

Data Nuorodinis numeris Veiksmas

2011 mety sausio 26 diena 7624320 Papildyta sritis jtraukiant ,,poodinius kateterius".

2011 mety liepos 29 diena 7663970 Spectra Medical Devices, Armor Plast ir Clearstream Technologies
jtraukti j sertifikatg kaip reik¥mingi gamybos subrangovai. | Bard
Covington jstaigos veikla jtrauktas galutinis tikrinimas. Atrion Medical ir
Ymed pasalinti i§ reikmingy subrangovy saraso.

2011 mety spalic 12 diena 7729821 Atnaujintas Sonion adresas, rodantis dabarting jstaiga.

2011 mety lapkricio 24 diena | 7650621 Sertifikato alnaujinimas,

20112 mety spalio 29 diena 7906898 SenoRx, Ferrosan Medical Devices, STERIS Isomedix Services ir
Sterigenics US, LLC jtraukti j reik3mingy subrangovy sqrasg. Atnaujinti
kity subrangovy adresai.

2012 mety gruodZio 7 diena | 7908880 ] stit] jtraukti FlowCardia produktai. | srit] kaip reikimingi subrangovai
jtraukti Teleflex Medical, Nutek Corporation ir Cybersonics, Inc.

2012 mety gruodZio 7 diena | 7908881 Kaip reik§mingi subrangovai jtraukti FlowCardia ir Servicios de
Ensamble Internacionales S.A. DE C.V. (SEISA).

2013 mety sausio 25 diena 7933131 Kaip reikimingi subrangovai jtraukti Infus Medical (Thailand) Co. ir
Sterigenics US, LLC, Corona, CA.

2013 mety liepos 17 diena 7969864 Valvuloplastijos kateteriy jtraukimas j sritj.

...making excellence a habit. ™

Puslapis: 3 1§ 4

Sio sertifikato galiojimas yra susijes su kokybés sistema, palaikoma pagal Direktyvos reikalavimus. Sis patvirtinimas netaikomas
produktams, kuriuos tregioji $alis modeliuoja ir/ar gamina sertifikate nurodytos kompanijos vardu, nebent su BSI biity specialiai sutarta

kitaip.

Informacija ir kontaktai: British Standards Institution, Kitemark Court, Davy Avenue, Knowhili, Milton Keynes MKS5 8PP, Tel.; +44
(0) 845 080 9000. BSI Assurance UK Limited, registruota Anglijoje numeriu 7805321, 389 Chiswick High Road, London W4 4AL
UK. BSI Group kompanijy narys.
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. By qua! Charter

EB sertifikatas — pilnos kokybés uztikrinimo sistema
Sertifikato istorija

Nr. CE 01467

Data: 2016 m. lapkritio 29 d.

Sleista; Bard Peripheral Vascular Inc.

Prekybinis pavadinimas: C.R. Bard Inc.
1625 West 3rd Street

Tempe

AZ 85281

JAV

Data Nuorodinis numeris Veiksmas

2014 mety rugpjtcio 14 diena | 8166170 Srities detalesnis i¥aigkinimas pagal 1SO 13485 sertifikatg. Gamintojy
adresy korekcija. FlowCardia, Inc. pa3alinimas i3 reik§mingy subrangovy
sgra¥o. MeKo, Dymax Corporation, Precision Needle Manufacturing, Inc.,
ir Loma Vista Medical, Inc. jtraukimas kaip reik§mingo subrangovo.
Nutek Corporation veiklos pakeitimas i$ ,.,gamintojo” i ,,E spinduliy
sterilizacija”.

2015 mety sausio 27 d. 3271704 Srities praplétimas jtraukiant pripatimo prietaisus pagal Il priedo aspektus
dél saugumo ir steriliom i8laikymo bei matavimo funkcijos ilaikymo.
Forefron Medical Technology (Jiangsu) Co., Ltd. Pridéjimas kaip
reik§mingo subrangovo gamybai.

2016 mety birZelio 25 4. 8516614 Loma Vista Medical, Inc. paalinimas i¥ reik¥mingy subrangovy sarado.
Synergy Health AST, LLC pridéjimas prie reikimingy subrangovy sgraso
sterilizacijos veiklai. Precision Needle Manufacturing, Inc. pavadinimo ir
adreso keitimas | Custom Tube Manufacturing LLC-Korea (CTMK).

2016 mety lapkri¢io XX 8636071 Sertifikato atnaujinimas Nutek Corporation paalinimas i§ retk¥mingy
subrangovy sgra$o.

...making excellence a habit. ™

Puslapis: 4 1§ 4

Sio sertifikato galiojimas yra susijes su kokybés sistema, palaikoma pagal Direktyvos reikalavimus. Sis patvirtinimas netaikomas
produktams, kuriuos tregioji 3alis modeliuoja ir/ar gamina sertifikate nurodytos kompanijos vardu, nebent su BSI biity specialiai sutarta

kitaip.

Informacija ir kontaktai: British Standards Institution, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes MK35 8PP. Tel.: +44
(0) 845 080 9000. BSI Assurance UK Limited, registruota Anglijoje numeriu 7805321, 389 Chiswick High Road, London W4 4AL

UK. BSI Group kompanijy narys.




